PenyGnmxa Cepepna Makenoyyia Republika e Magedonisé sé Verlut -

ATCHIM}A 32 ICKOBM M MCAMIHHCKH CPeCTRA Agjencia e barnave dhe pajisjeve mjekésore

Bp. / Nr.10-13640/8

ﬂo:f.lu' farym / Data :0312.2025 roguwa / vit

WUme Ha nek: BUNTATE 1000/ WILATE 1000,

NPaLOoK ¥ BEXMKYNYM 33 PacTBOP 3 UHjeKTUparbe

AktueHacynctanuuja(INN): human coagulation factor VIl and von Willebrand factor in combination
dapmalesTcka hopma nakysate:

NPaLOK U BEXUKYNYM 3a PacTBOP 3a UHjeKTUpatbe

1 sujana co npawoxk+1 sujana x 10ml sexukynym+1 wnpuu+1 npeHocex cet+1 uHdysnoneH

ceT+2 ankoxonhu Tyndepu/KyTHja

bpoj Ha cepuja: KP27C1894

Pok Ha ynoTtpe6a: 06.2028

KonuuuHa Ha nakyBatwata: 13 kyTun

poussoguten: OCTAPHARMA Pharmazeutika Produktionsges m.b.H, Buena, Asctpuja

1208\

Mme Ha nek: OKTAMNEKC/OCTAPLEX, 500 IE npatuok # BexvuKkynym 3a pacTeop 3a UHy3uja
AxtusHacynctanumja(INN):  coagulation factor IX, Il, VIl and X in combination
(dapmauesTcka hopMa nakyBsatbe: Npawok U BEXMKYNYM 3a pacTeop 3a uHdy3uja,

1 amnyna co npawok + 1 amnyna co Bexukynym x 20 ml + 1 tpancdep cet/ kytuja

bpoj Ha cepuja: L429B2644

Pok Ha ynoTpeba: 06.2027

KonuuuHa Ha nakysarara: 101 kyTum

Npoussoguren: OCTAPHARMA Pharmazeutika Produktionsges m.b.H, Buena, Asctpuja

2109(1¥

WMe Ha nex: DUBPUIA/ FIBRYGA !
AxtusHa cynctanuuja (INN):1g, human fibrinogen
®apmauesTcka opMa NakyBatbe: NPaLLIoK U PacTBOPYBaY 3a pacTeop 3a UHjeKTupare/uHdy3uja

1 wuwe co Npawok 3a pacTBOp 3a UHjeKTUpatbe /uHpy3uja + 1 Bujana co pacTeopyBsay (Boaa 3a uHjekumm) +
1 Nextaro ypep 3a npeHoc

Bpoj Ha cepuja: KP16A3499

Pok Ha ynoTpeba: 03.2028

KonuunHa Ha nakysarara: 101 kytum

Npoussoguren: OCTAPHARMA Pharmazeutika Produktionsges m.b.H, Buena, Asctpuja, OCTAPHARMA
AB, Crokxonm, LLiBeacka
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ATCHINNjA 32 JICKOBH M MCAHITHHCKH Cpeacrpa Agijencia e barnave dhe pajisjeve mjekésore

Bp. / Nr.10-13640/8

Z_ZO#""LT— Datym / Data :03.12.2025 roguua / viti

Ume Ha nex: BUNATE 1000/ WILATE 1000,

MPaWoK U BEXMKYNYM 33 PaCTBOP 3 MHjeKTUpatbe

AxtusHacynctanyuja(INN): human coagulation factor Vlll and von Willebrand factor in combination
dapmauesTcka opMa nakysatbe:

NPaLLIOK U BEXMKYNYM 3a PacTBOP 3a UHjeKTUparbe

1 sujana co npawok+1 sujana x 10m| sexukynym+1 wnpuy+1 npeHocen cet+1 undysmnoneH
ceT+2 ankoxonuu Tynepu/KyTuja

Bpoj Ha cepuja: KP27C18394

Pok Ha ynoTtpeba: 06.2028

Konuuuna Ha nakyearmata: 13 kytuu

Npoussoauten: OCTAPHARMA Pharmazeutika Produktionsges m.b.H, Buena, Asctpuja
22084

WUme Ha nex: OKTAIMJTEKC/OCTAPLEX, 500 |E npawok 1 BexukynyMm 3a pacTeop 3a uHdysuja
AxtusHacynctanumja(INN):  coagulation factor IX, Il, VIl and X in combination
®apmauesTcka hopMa Nakysare: NPaLIOK U BEXUKYYM 3a pacTeop 3a UHdy3uja,

1 amnyna co npawok + 1 amnyna co sexukynym x 20 ml + 1 tpaHcdep cet/ kyTuja
bpoj Ha cepuja: L42SB2644

Pok Ha ynotpe6a: 06.2027
KonuuuHa Ha nakysamara: 101 kyTuu
Npoussoguten: OCTAPHARMA Pharmazeutika Produktionsges m.b.H, Buena, Asctpuja

Jrod(ts

Mme Ha nek: ®DUBPUTA/ FIBRYGA
AxtusHa cynctanumja (INN):1g, human fibrinogen
®apmauesTcka dhopMa nakyBarbe: NPaLIoK U PacTBOPYBaY 3a PacTBOP 3a UHjeKTupatbe/uHdy3uja

1 wuwe co npawok 3a pacTeop 3a UHjekTUpatbe/uHey3uja + 1 sujana co pacteopysau (Boaa 3a uHjekyuu) +
1 Nextaro ypeps 3a npeHoc

bpoj Ha cepuja: KP16A3499
Pok Ha ynoTpeba: 03.2028
Konuunna Ha nakysamara: 101 kytuu

Npoussoguten: OCTAPHARMA Pharmazeutika Produktionsges m.b.H, Buena, Asctpuja, OCTAPHARMA
AB, Ctokxonm, LLiBeacka



